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Applicant's election without traverse of Group I in the reply filed on 30 January 2006 is 
acknowledged. Applicant's further election with traverse of SEQ ID NO:l and SEQ ID NO:2 
(nucleic and amino acid sequences, respectively) in the reply is acknowledged. The traversal is 
on the ground(s) that searching more than one sequence would not be a burden, and the 
restriction requirement is therefore unfair. This is not found persuasive because the human and 
mouse genes are patentably distinct, and are sufficiently different that separate searches would be 
required. Two such searches would be burdensome in view of the heavy use of sequence search 
resources at the USPTO. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 55, 57, 60 and 61 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn only to a nonelected invention, there being no allowable generic or 
linking claim. Furthermore, subject matter with respect to the non-elected sequences where 
found in a claim with elected subject matter is withdrawn from further consideration pursuant to 
37 CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply filed 
on 30 January 2006. 

Claims 53, 62-70, 77-79 and 82-91 are objected to because of the following informalities: 
The instant claims encompass subject matter withdrawn from consideration pursuant to 37 CFR 
1.142(b). Appropriate correction is required. 
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The following guidelines illustrate the preferred layout for the specification of a utility 
application. These guidelines are suggested for the applicant's use. 

Arrangement of the Specification 

As provided in 37 CFR 1.77(b), the specification of a utility application should include 
the following sections in order. Each of the lettered items should appear in upper case, without 
underlining or bold type, as a section heading. If no text follows the section heading, the phrase 
"Not Applicable" should follow the section heading: 

(a) TITLE OF THE INVENTION. 

(b) CROSS-REFERENCE TO RELATED APPLICATIONS. 

(c) STATEMENT REGARDING FEDERALLY SPONSORED RESEARCH OR 

DEVELOPMENT. 

(d) THE NAMES OF THE PARTIES TO A JOINT RESEARCH AGREEMENT 

(e) INCORPORATION-BY-REFERENCE OF MATERIAL SUBMITTED ON A 

COMPACT DISC (See 37 CFR 1.52(e)(5) and MPEP 608.05. Computer program 
listings (37 CFR 1.96(c)), "Sequence Listings" (37 CFR 1.821(c)), and tables 
having more than 50 pages of text are permitted to be submitted on compact 
discs.) or 

REFERENCE TO A "MICROFICHE APPENDIX" (See MPEP § 608.05(a). 
"Microfiche Appendices" were accepted by the Office until March 1, 2001.) 

(f) BACKGROUND OF THE INVENTION. 

(1) Field of the Invention. 

(2) Description of Related Art including information disclosed under 37 CFR 1.97 
and 1.98. 

(g) BRIEF SUMMARY OF THE INVENTION. 

(h) BRIEF DESCRIPTION OF THE SEVERAL VIEWS OF THE DRAWING(S). 

(i) DETAILED DESCRIPTION OF THE INVENTION. 

(j) CLAIM OR CLAIMS (commencing on a separate sheet). 

(k) ABSTRACT OF THE DISCLOSURE (commencing on a separate sheet). 

(1) SEQUENCE LISTING (See MPEP § 2424 and 37 CFR 1.821-1.825. A "Sequence 
Listing" is required on paper if the application discloses a nucleotide or amino 
acid sequence as defined in 37 CFR 1.821(a) and if the required "Sequence 
Listing" is not submitted as an electronic document on compact disc). 



The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 R3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 53, 54, 56, 58, 59 and 62-70 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 4, 5 and 9 of U.S. Patent 
No. 5,972,609, as follows: instant claims 53, 54, 56, 58-64 over patented claim 4; instant claims 
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65 and 66 over patented claim 5; and instant claims 67-70 over patented claim 9. An 
obviousness-type double patenting rejection is appropriate where the conflicting claims are not 
identical, but an examined application claim not patentably distinct from the reference claim(s) 
because the examined claim is either anticipated by, or would have been obvious over, the 
reference claim(s). Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the instant claims are generic to all that is recited in the 
respective claims of the patent, i.e., the patented claims fall entirely within the scope of each of 
the respective instant claims. Both sets of claims are drawn to constructs encompassing the 
human utrophin promoter region. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 53, 62-70, 77-79, 82-88 and 90 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Tinsley et al. (N, newly cited). 

Claim 53 is drawn to an isolated nucleic acid comprising a promoter which comprises a 
sequence from the promoter of SEQ ID NO:l, free or substantially free of utrophin coding 
sequence. Claim 62 is drawn to a nucleic acid construct of, among others, claim 53, operably 
linked to a heterologous sequence. Claim 63 is drawn to a nucleic acid construct of, among 
others, claim 53, operably linked to a coding sequence, more narrowly specified as a reporter 
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molecule in claim 64. Claims 65 and 66 are drawn to host cells comprising the nucleic acids of 
claims 63 and 64, respectively. Claim 67 is drawn to a method of culturing a host cell of claim 
65 to express the polypeptide. Claims 68-70 more narrowly claim that the coding sequence 
encodes a reporter molecule, or that the method encompasses detection of transcription or of 
expression of the polypeptide, respectively. Claim 77 is drawn to a nucleic acid which 
comprises a nucleic acid encoding the amino acid sequence of SEQ ID NO:2. Claim 78 is drawn 
to a nucleic acid which comprises a nucleic acid encoding a polypeptide which is one of the 
recited variants of the amino acid sequence of Figure 1, wherein it has at least 60% homology to 
the amino acid of Figure 1 or 2. Claim 79 is drawn to a nucleic acid which comprises a nucleic 
acid encoding a polypeptide which is one of the recited variants of the amino acid sequence of 
Figure 1, wherein it hybridizes with the nucleic acid encoding said polypeptide under stringent 
conditions. Claim 82 is drawn to a nucleic acid of one of claims 77-81 in a vector. Claim 83 is 
drawn to a nucleic acid of one of claims 77-81 in an expression vector. Claim 84 is drawn to a 
host cell comprising the vector of claim 83. Claims 85-88 and 90 are drawn to methods of 
introducing the nucleic acids of 77-81 into a cell, wherein the vector is an expression vector, 
specifically in vitro , including causing or allowing expression in the cell, and further wherein the 
expression product is isolated, respectively. 

Tinsley et al. teaches, generally, and with particularity at Figure 1, a clone of the 
promoter region of human utrophin. Clone 4X23E3, as noted at page 20, last full paragraph, and 
the paragraph bridging pages 20 and 21, comprises the utrophin promoter. At page 21, from 
"Reporter Gene Expression" through page 22, line 12, teaches attachment of the utrophin 
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promoter to a reporter gene (luciferase), introduction into cells, expression of the reporter from a 
vector, isolation of the enzyme and its subsequent detection. 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 54, 56, 58, 59, 80 and 81 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tinsley et al. (N). 

Claim 54 is drawn to an isolated nucleic acid consisting essentially of a promoter which 
comprises the nucleotide sequence upstream of position 1440 of Figure 1. Claims 55-57 are 
similar, with different nucleotide positions recited; however, the "comprising" language causes 
these four claims to read upon the entire promoter. Claim 58, similarly, would read upon the 
entire promoter in that it comprises the recited nucleotide. Claim 59-60 are drawn to isolated 
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nucleic acids which consist essentially of the promoter sequence in Figure 1, or the recited 
variants which are at least 60% identical, or a recited variant promoter which hybridizes under 
stringent conditions to the promoter sequence in Figure 1 . Claims 80 and 8 1 are dawn to a 
nucleotide that comprises the nucleotide which encodes the amino acid sequence in Figure 9, or 
which comprises the nucleotide sequence in Figure 9. 

Tinsley et al. is described above. At Figure 1 thereof, overlapping genomic clones which 
together cover the entire human utrophin gene, are disclosed. Tinsley et al. differs from the 
claimed invention in not actually disclosing a full length, continuous clone of human utrophin 
gene. Such a continuous clone would read upon claims 80 and 81. A clone of the promoter 
region only would read upon claims 54, 56 and 58-61. 

With respect to claims 80 and 81, it would have been obvious to one of ordinary skill in 
the art to have merely reconstructed the full length clone of human utrophin from the 
overlapping clones disclosed in Tinsley et al. The motivation to have done so would have been 
founded in the prior art, in that one of ordinary skill would have recognized that the functional 
form of the gene is in its naturally contiguous form, and that the clones were derived from the 
contiguous form originally. With respect to claims 54-61, it would have been obvious to one of 
ordinary skill in the art to have made a construct containing only the promoter, i.e., 5' upstream 
(of the transcription start site) of the utrophin gene, particularly in that clone 4X23E3 contains 
only a small portion of the transcribed region. Motivation to have done so would have been 
founded in the prior art, particularly in that Tinsley et al. teaches the general location of the 
promoter, its function, its minimally necessary components, e.g., at the paragraph bridging pages 
5 and 6, and the concept of using the promoter to transcribe a heterologous coding region, e.g., at 
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page 21 , from "Reporter Gene Expression" through page 22, line 12. One of ordinary skill in the 
art would have recognized that the promoter without utrophin coding sequences would have been 
useful for driving transcription of other genes, as shown in Tinsley et al., i.e., logically one 
would not have wanted to carry over sequences from the "wrong" gene into the desired 
expression construct. 



The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall. contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 59, 62-70, 78, 79 and 82-91 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Each of the instant claims reads to some extent upon a nucleic acid which has 
either: at least 60% homology; or ability to hybridize under stringent conditions to the recited 
and disclosed promoter sequence or to a nucleic acid which encodes the recited and disclosed 
amino acid sequence. 1) With respect to the promoter sequence, 60% identity also means 40% 
mismatch or difference. However, for the promoter to preserve its disclosed function, no 
elements needed for transcription initiation can be absent. However, neither the specification nor 
the prior art offers a theory or algorithm of utrophin promoter function which would have 
permitted one of skill in the art to have known what sequences must be preserved to maintain 
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utrophin promoter function, i.e., setting forth a sufficiently characterized structure-function 
relationship for the promoter. With respect to the stringent hybridization language, since a stretch 
of nucleotides as small as perhaps 20 nucleotides would permit such hybridization, nearly all of 
the utrophin promoter might be absent from the resulting construct. Again, as set forth above, 
neither the specification nor the prior art offers a theory or algorithm of utrophin promoter 
function which would have permitted one of skill in the art to have known what sequences must 
be preserved to maintain utrophin promoter function. As such, it would not have been apparent 
to one of skill in the art that Applicants were in possession of the full scope of the claims with 
respect to promoter sequences. 2) With respect to the amino acid sequence, alteration of one part 
of a protein might produce an alteration of the conformation of other portions of the protein, 
deactivating it. Neither the present disclosure nor the prior art offers any theory or of utrophin 
structure-function which would have permitted one of skill in the art to have known what 
sequences must be preserved to maintain utrophin function. As such, it would not have been 
apparent to one of skill in the art that Applicants were in possession of the full scope of the 
claims with respect to the utrophin amno acid sequence. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 53, 62-70 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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Claim 53, and therefore claims 62-70 which depend therefrom, recites "substantially free 
of utrophin coding sequence". However, "substantially" is a relative term, and is defined neither 
in the specification, nor with any precision in the prior art. As such, the metes and bounds of the 
claim are unclear. 



Any inquiry concerning this communication or earlier communications from the 
Examiner with respect to the examination on the merits should be directed to James Ketter 
whose telephone number is (571) 272-0770. The Examiner normally can be reached on M-F 
(9:00-6:30), with alternate Fridays off. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Remy Yucel, can be reached at (571) 272-0781. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
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document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 

Jsk 

April 28, 2006 




JAMES KETTER 
PRIMARY EXAMINER 



